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DECLARATION UNDER 37 CFR 1,131 



I, Sean T. O'Mara, do hereby declare that: 

1. I am the inventor of the invention described and claimed in U.S. Patent 
Application Serial Number 10/086,940. 

2. The present application was filed on March 1, 2002, and claims priority to 
U.S. Provisional Application No. 60/273,795, filed March 5, 2001. 

3. I have reviewed the Office Action mailed June 27, 2006 in the subject 
application. The Office Action rejected claims 66-71 and 73-78 based in whole or in part on the 
disclosure of U.S. Patent No. 6,820,614 issued to Bonutti on November 23, 2004. 

4. Prior to the December 2, 2000 filing date of Bonutti, and while in the 
United States, I conceived of the method of claim 66, a method comprising "inserting an 
intubation-tube placement device, secured to an intubation tube, into a patient's oral cavity; 
detecting the cartilaginous rings of the trachea via at least one tactile-accentuator device coupled 
to the intubation-tube placement device; forcing the intubation-tube placement device through 



BEST AVAILABLE COPY 



the patient's vocal cords; and axially sliding the intubation tube along the intubation-tube 
placement device such that the intubation tube follows the intubation-tube placement device 
through the patient's vocal cords." 

5. Prior to the December 2, 2000 filing dale of Bonutti, and while in the 
United States, I conceived of the method of claim 73, a method comprising "inserting an 
intubation-tube placement device having an exploratory portion shaped to prevent the intubation- 
tube placement device from perforating an internal body structure during insertion, into a 
patient's oral cavity; detecting the cartilaginous rings of the trachea via at least one tactile- 
accentuator device coupled to the intubation-tube placement device; forcing the intubation-tube 
placement device through the patient^ vocal cords; and axially sliding an .intubation tube along 
the intubation-tube placement device such that the intubation tube follows the intubation-tube 
placement device through the patient's vocal cords," 

6. Exhibit A attached hereto is a true and correct copy of a portion of an 
invention disclosure document prepared in the United States by me. Exhibit A bears a date and 1 
have seen the date on the document. The date is prior to the December 2, 2000, filing date of 
Bonutti. The date and other information, as well as my signature, have been removed from the 
copy of the document submitted herewith which I understand is permissible under Patent Office 
practice, 

7. Exhibit A shows the conception of the method of claim 66, a method 
comprising "inserting an intubation-tube placement device, secured to an intubation tube, into a 
patient's oral cavity; detecting the cartilaginous rings of the trachea via at least one tactile- 
accentuator device coupled to the intubation-tube placement device; forcing the intubation-tube 
placement device through the patient's vocal cords; and axially sliding the intubation tube along 
the intubation-tube placement device such that the intubation tube follows the intubation-tube 
placement device through the patient's vocal cords." Sec the detail in Sections 14(a) and (b) and 
the Figure of Section 8. Thus, Exhibit A shows the conception of the limitations in claim 66 
prior to the December 2, 2000, filing date of Bonutti. 

8. Exhibit A shows the conception of the method of claim 73, a method 
comprising "inserting an intubation-tube placement device having an exploratory portion shaped 
to prevent the intubation-tube placement device from perforating an internal body structure 
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during insertion, into a patient's oral cavity; detecting the cartilaginous rings of the trachea via at 
least one tactile-accentuator device coupled to the intubation-tube placement device; forcing the 
intubation-tube placement device through the patient's vocal cords; and axially sliding an 
intubation tube along the intubation-tube placement device such that the intubation tube follows 
the intubation-tube placement device through the patient's vocal cords." See the detail in 
Sections J 4(a) and (b) and the Figure of Section 8- Thus, Exhibit A shows the conception of the 
limitations in claim 73 prior to the December 2, 2000, filing date of BonuttL 

9. I diligently pursued the development of the invention on a regular basis 
from the conception date, well prior to December 2, 2000, until a constructive reduction to 
practice, which occurred when the provisional application was filed on March 5, 2001 . 

10. The date on Exhibit A is within six months of the December 2, 2000, 
filing date of Bonutti and the March 5, 2001 filing date of the provisional application* Thus, 
Exhibit A establishes that I diligently pursued the invention from prior to December 2, 2000, 
until a constructive reduction to practice occurred when the provisional application was filed on 
March 5, 2001. 

11. I further declare that all statements made herein of my own knowledge are 
true and that all statements made on information and belief are believed to be true; and further 
that these statements were made with the knowledge that willful false statements and the like so 
made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the 
United States Code and that such willful false statements may jeopardize the validity of the 
application or any patent issued thereon. / \ S 

DATE: g^Pj 3 O0l / . 

Sean T. O'Mara 

8W9SJ.DOC 
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(14) A 

See attached sketch 

The device functions to insert, introduce and guide an Endotracheal Tube (ETT) into a patient's trachea 
more easily safely and successfully than other current devices and methods presently available. This device 
is not only intended for and beneficial as an initial device to intubate all patients on the first attempt but 
also as a "rescue device" for difficult intubation patients as well. 



(14) B 

This device's composition of lower coefficient of friction than other devices (somewhat similar in design or 
intended objective) makes this device easier to use with much less resistance. Furthermore, this device 
incorporates on its proximal insertion end an "antiperforation device" (which is the intended subject of its 
own patentable application) to dramatically reduce the risk of perforation that other products/devices 
currently available are limited by and vulnerable to. My device incorporates existing and universal 
endotracheal tubes to it thereby allowing its use as a complete unit to greatly improve case of use, ability to 
hold, guide, manipulate and ultimately introduce the device endotrachcally." 

Currently all other devices are designed to have the ET tube threaded over the introducer/stylett only after 
the device has been endotracheally placed Currently existing devices provide the intubator with poor 
control. Only my device uniquely combines both the introducer/stylett/catheter with the ET tube into a 
single intubating unit to overcome this one major limitation common to all other existing devices. The 
benefit of this simplified one unit design represents a significant enhancement in ease and effectiveness of 
intubating. Having the intubating physician grasp the ET tube already surrounding the stylett/cathcter and 
affixed to the same by a precisely engineered retention device uniquely provides the intubating physician 
unsurpassed control and purchase of the stylctt/catheter they are attempting to advance toward the objective 
anatomy. My device is also unique from presently existing devices in its primary use as an initial 
intubation product for ail initial intubations where oral intubations are not otherwise contraindicatcd In so 
doing my device boldly departs from the standard conventional but inferior approach of initially attempting 
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io inset the larger, more cumbersome and view obscuring ET tube, through the cords initially without first 
passing a stylett/catheter or introducer. 

The antiperforation device on my product further incorporates, at least in this application, a tracheal ring 
acccntuator device (also the intended subject of a future patentable device) to amplify the tactile perception 
of tracheal cartilage rings lining the patient's trachea as an aid in confirming correct placement so critical in 
intubation 

The product's thinner diameter (body 1/8" and proximal head ,1/16") allows for less resistance and easier 
introduction with less obscuring of the incubator's field of vision. It also reduces the risk of perforation (to 
either normally present tissue structures or abnormal tissue from tumor, inflammation hematoma or other 
pathology) with superior insertion properties. The thinner design also provides the ability to intubate 
with small pediatric endotracheal lubes (currently no device exists to introduce ET (endotracheal) tubes of 
6.0 mm and below or for children age eight and younger) and docs so with less costs. Additionally my 
device is dramatically more affordable with an estimated production expense of less than one dollar for 
both product supply and assembly. It is disposable where most others are not thereby obviating the need for 
costly deconmmination. This device is intended for use as an initial and primary intubating device for all 
attempted intubations and will greatly improve the success rate of initial attempts at intubation. Its unique 
design incorporating an endotracheal tube as a complete unit allows for faster introduction of the ET tube 
within the trachea and permits instantaneous technique conversion to "rescue intubation" when the patient's 
vocal cords can not be visualized. This convenient ability to convert techniques allows for more rapid and 
successful intubation by eliminating the need for having to withdraw the laryngoscope, ventilating the 
patient back up. re-executing laryngoscopy and then introducing another rescue device toward the objective 
anatomy. 

Another version of my device may be used as part of an intubation system which is completely free of the 
need for decontamination and completely disposable. This version of my device achieves this by 
eliminating the current reliance on illumination from costly and problematic conventional laryngoscopes 
required by all other presently existing devices. This version of my device with only modest added 
expense incorporates on its most proximal end (the end inserted through the cords) an illuminating light 
$ource/Ughtbu!b. This will not only provide the added anti perforation characteristics of the non 
illuminating version but will obviate the need for reliance upon lighted laryngoscope blades which arc 
expensive and costly to maintain as well as potential sources of contagion. The light source on this version 
of the product is connected distally to a battery source and may be reused as a cost saving feature to the 
system while the rest of the device and plastic non illuminating laryngoscope blade are fully disposable. 
This second version permits rapid and numerous intubations of different patients limited only by the 
number of disposable devices and ET tubes available without any reliance on need for 
dccontanunation/sterilizadon processes currently now required. While compared to the non-illuminating 
version the illuminating feature of this version will add modest costs with a estimated manufacturing costs 
of still only approximately five dollars. It will still be disposable and ultimately considerably cheaper than 
presently existing intubation methods especially when the cost saved from avoiding sterilizing processes 
are considered 

In short, my device is simple to use, more effective in achieving first attempt intubations than other 
presently existing devices, completely disposable, with less risk for iatrogenic insult or injury and 
furthermore secures intubations with these added benefits more arTordably than present devices. It has the 
potential with time, for completely supplanting how all intubations are presently done with the widest of 
possible applications from the setting of controlled intubations in the OR. to the emergent intubation of an 
Emergency Room or field EMS setting. Its ease of use, and capacity for non-reliance on conventional 
laryngoscope blades which require sterilization, makes it ideally suited for the military combat medic. Safe 
intubations can now be quickly, easily and affordably obtained by medical personnel with even limited 
training through this device. It is likely with time that a method for safely and effectively achieving 
endotracheal intubations could be developed with this device alone through Its blind but careful insertion 
into the patients oral pharanx. It is clear this device has great potential and its warm reception from 
experienced physicians supports its predicted contributions in improving the paramounUy important 
procedure of endotracheal intubation. 
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